I. Introduction
Every year 9 million people are diagnosed with tuberculosis, every day more than 13,400 people are infected with AIDS, and every 30 seconds malaria kills a child.
ii About a third of all deaths, 18 million a year or 50,000 every day, are poverty-related. One reason is that the poor cannot access many of the existing drugs and technologies they need. Another is that little of the research and development (R&D) done on new drugs and technologies benefits the poor.
There are several proposals on the table that might incentivize pharmaceutical companies to extend access to essential drugs and technologies to the global poor.
vi Still, the problem remains -the poor are suffering and dying from lack of access to essential medicines. So, it is worth considering a new alternative. This paper suggests rating pharmaceutical and biotechnology companies based on how some of their policies impact poor people's health. It argues that it might be possible to leverage a rating system to encourage companies to extend access to essential drugs and technologies to the poor.
Consider a few possible uses for a rating system that this paper will explore more fully below. One possibility is to give the highest rated companies, in given year, a "Global Health Impact" label to use on their products. These companies would then have an incentive to use the label to garner a larger share of the market as those engaged in trade and investment may prefer to purchase goods and invest in companies that help the poor. Other labeling campaigns include Fair Trade, Organic, Ethos, RED, and the Sustainable Forestry Initiative. Having a rating system for pharmaceutical and biotechnology companies would also open the door to all kinds of fruitful social activism including global health licensing campaigns.
Pharmaceutical and biotechnology companies rely, to a large extent, on university research and development. So, if universities give preference to highly-rated companies in licensing their technology, companies will have an incentive to become highly rated. This idea is along the lines of the Universities Allied for Access to Essential Medicines licensing campaign. A rating system, even with an associated labeling and licensing campaign, will not solve all of the poor's health problems. Nevertheless, this proposal has some advantages over and might be used in conjunction with existing proposals. Together they may have a significant impact on access to essential drugs.
II. Creating a Good Rating System
One possible rating system is the recently released Access to Medicine Index publicized by the New York Times, which rates companies based on their policies but does not (yet) provide the basis for a labeling or licensing campaign. Unfortunately, the Access to Medicine Index has some serious problems. Its ratings are primarily subjective and may be unduly influenced by irrelevant information. The index solicits input from many "stake-holders" (pharmaceutical companies, doctors, non-governmental organizations etc.) irrespective of whether their interests compete with the interests of the poor. It is not clear what impact different interest groups have on the final rating. Another problem is that the index gives companies credit just for having good policies in place (more than 50% of the original Index was policy-based). This is analogous to rewarding someone based on how they say they are going to carry out a project. As anyone familiar with Enron's official code of ethics knows, good policies do not guarantee good outcomes.
A better rating system would be objective and output-based.
x That is, it would reward companies based on how their R&D results and charitable contributions etc. actually impact poor people's health. It would not just reward companies based on the amount of resources they put into creating and helping poor people access essential drugs and technologies. Companies rewarded for their investments might make it seem like they are investing more in helping the poor than they are. This is a real concern given that biotechnology and pharmaceutical companies may already be exaggerating their R&D costs. xi Furthermore, rewarding investments creates no incentive for companies to be efficient and productive. If what we really care about is whether the poor can access essential drugs and technologies, it is probably better to reward companies based on how much their policies actually increase access.
To create an objective, output-based rating system researchers should probably look at many aspects of companies' R&D and charitable endeavors. The goal would be to measure the number of disability adjusted life-years (DALYs), or whatnot, companies' R&D and charitable efforts are averting in developing countries. xiv Consider here just one way of rating companies' R&D output. xv It would take a very long time to look at all the drugs each company produces, even in a given year. Fortunately, researchers might estimate companies' R&D output by looking at all the US Food and Drug Administration approved "orphan" drugs and seeing how much each could alleviate the global burden of disease (GBD). Orphan drugs are those that biotechnology and pharmaceutical companies expect (or say they expect) to have very small markets in the US.
xvi So the drugs and technologies for neglected diseases that researchers would want to incentivize companies to produce should be listed as orphan (companies already have incentives to produce drugs and technologies for which there is a large US market). xvii Some orphan drugs will not help the poor and there is an incentive for companies to get as many drugs as possible listed as orphan because they get up to a 50% tax credit for testing orphan drugs. xviii Researchers might, however, do an effectiveness analysis on orphan drugs that address neglected diseases to estimate how much each of these drugs will help the poor.
Although there are different ways of doing effectiveness analysis and the calculations can get quite complex, the basic idea is simple. First, look at each drug's market price and the amount of need equivalent dosages of each will fulfill in developing countries (e.g. in DALYs). The next step is to rate companies on the basis of their inventions' impact --aggregating their individual inventions' impacts (in terms of DALYs averted). Suppose Pfizer has three drugs that avert the loss of 1.1, 1.5 and 2.1 million DALYs, respectively. Suppose Bayer has two drugs that avert the loss of 2.2 and 2.4 million DALYs, respectively, Bayer may be ranked above Pfizer. Bayer's drugs avert 4.7 million DALYs, while Pfizer's avert 4.6 million DALYs.
There may be good reasons to modify this kind of rating system. To insure that companies do not get too much credit for producing slight variations on standard drugs and technologies, it might be good to consider how much improvement each drug offers over the next best alternative. xxiii To do this it might suffice to simply subtract the expected benefit to the poor of the best old drug or technology from the expected benefit of the new drug or technology. If it is too difficult to find verifiable information on the impact of some of companies' charitable or R&D endeavors, that may not present an insurmountable obstacle for a rating system. It may be possible to start with the available information, eliciting more information as a condition of rating companies once the system is in place. xxviii Some information is sensitive, but if companies want to compete for ratings, they have an incentive to release it. Furthermore, companies may benefit in other ways from providing some of this information to the public. Perhaps this is why many companies are already collaborating with researchers to document their charitable and drug donation programs.
xxix
Another reason for optimism is that, the rating system need not be very precise. It just matters that researchers establish a feasible bar over which companies must pass to receive GHI certification and that a rating system yields the correct ordinal ranking of companies. So, even if a rating system is initially quite imperfect, that may not be a problem.
It is important, however, that the index encourage companies to make sustainable changes in their policies for the long term rather than just pursue policies that pay off in the short term. The idea is to reward them for their impact on global health over time. So it is important that the rating system itself is in place for a long time, and gives appropriate weight to rewarding long term investments that actually improve poor peoples' health.
A good rating system should probably be developed and administered by an appropriately impartial and transparent rating organization. Perhaps a non-governmental group like Doctors Without Borders or the World Health Organization would be willing to develop and oversee such a project. If the organization does not have the relevant research capacity, it might partner with academics specializing in health evaluation methodologies. Alternately, governments or international organizations might develop the rating system and provide the requisite oversight (as the US government does with the USDA Organic label and the International Standardization Organization does with the ISO 14000 environmental management standards).
xxx
In either case, however, input from all the relevant stakeholders including biotechnology and pharmaceutical companies may be essential to create a good and sustainable rating system. This will help insure that companies get credit for as many of the good things they are doing as possible and may expose potential areas of abuse.
Finally, a good rating organization should probably have a review panel to address unforeseen problems as they arise. This panel can hear objections to allowing a company to receive credit for a proposed project and alter the rating system as necessary.
xxxi It is impossible to foresee every problem. It may also be counter-productive to spend time worrying about problems that may not arise.
III. Global Health Impact (GHI) Labeling
One way of encouraging biotechnology and pharmaceutical companies to extend access to essential drugs and technologies to the poor with a rating system like that described above is to create a Global Health Impact (GHI) label that they can use on their products. Then, these companies will have an incentive to voluntarily use the label to garner a larger share of the market. If Wyeth, for example, was highly rated, Wyeth could use the GHI label on Advil. Wyeth would have an incentive to do so because consumers and doctors might, in some cases, prefer to purchase and prescribe GHI Advil over the alternative analgesics. If even a small percentage of consumers or doctors would prefer GHI products, the incentive to use this label for analgesics alone could be significant in this approximately two-billion dollar a year market. alone generated revenues of more than $6.45 billion (1.7 billion came from over the counter allergy and asthma products before Claritin, Allegra, and Zyrtec were off prescription).
xlii Patients, doctors, and insurance companies will not always prefer GHI drugs and technologies.
Sometimes there will be one medicine that is best for a particular condition in which case its GHI status may not matter. In many cases it would not even be a good idea for patients, doctors, or insurance companies to choose GHI products if they are not the best choice for a particular disease or disability.
Many drugs have equally good competitors, however. In 2006, 63% of all prescriptions were for generic drugs. When there is an equally good competitor for drugs under patents, patients, doctors, and insurance companies might take the ratings into account. So the fact that pharmacies usually do not carry more than one generic of the same molecule should provide no objection to this proposal (people might prefer a GHI certified generic medication to its patented competitors). If consumption of GHI goods reached 1% of the market in overthe-counter and generic medications ---that would yield at least 3.6 billion dollars worth of incentive for biotechnology and pharmaceutical companies to become GHI certified. xlvi This number looks big enough to incentivize even Pfizer to do some good.
Furthermore, pharmaceutical companies make all kinds of products besides drugs -from diet drinks to lotion and pet vitamins to mouth wash. Pfizer, for instance, makes parasiticides, anti-infectives, biologicals, allergy, cancer, pain, metabolic disease, production, nutritionals, and food safety products for animals. Besides their pain management, dietary supplements, respiratory, topical, and GI medicines for people, they have "a full line of infant formulas, follow-on formulas, growing-up milks, and prenatal and adult supplements." xlvii So, they could use the GHI label on these products too.
Finally, insurance companies might create additional incentives for companies to extend access to essential drugs and technologies to the poor. Both (public and private) insurance companies could create incentive for positive change by giving (some) preference to (otherwise equivalent) GHI drugs on their formularies. They might even be encouraged to do so if a similar rating system were designed to measure insurance companies' impact.
Having different (e.g. gold and silver star) labels might also help ensure that the GHI rating system does not just "rubber stamp" what may be genuinely bad behavior on the part of biotechnology and pharmaceutical companies. xlviii (Initially, even the best companies might not be doing enough to extend access to essential drugs and technologies to the poor.)
Even in the absence of a complete account of companies' obligations or multiple labels, however, a GHI rating agency can avoid condoning bad behavior in other ways. Just as it is possible to reward a generally bad employee or child for doing something right, it is possible to reward a generally bad company for good behavior. It is just essential that everyone utilizing the GHI label is clear about exactly what it does and does not mean.
Although some companies may try to undercut the GHI label or game the system by, for instance, lobbying the rating agency or creating counterfeit labels, there are also reasons for highly ranked companies to support it. If the rating standards are transparent and simple, and consumers and health care professionals are educated about the GHI label, it might be widely trusted and alternatives viewed with suspicion. This seems to be the case with Fair Trade labels, for instance. xlix Governments might even regulate use of the label as the US did, however imperfectly, with "Organic" labels. l
IV. GHI Licensing
Having a GHI certification system for biotechnology and pharmaceutical companies would also open the door to many other ways of incentivizing companies to extend access to essential drugs and technologies to the poor. Activists who believe people have a human right to essential drugs and technologies might, for instance, organize boycotts of non-essential medicines produced by companies that are not GHI certified (just like animal rights advocates organized boycotts of tuna caught by companies that did not use dolphin safe nets). Alternately, socially responsible investment companies could include in their portfolio GHI companies. Technology transfer offices already use some non-financial criteria when deciding to whom to license their products. The Bayh-Dole act encourages universities to license to small, US companies.
Universities acquiesce without complaint.
If the technology transfer offices at some universities are reluctant to sign on to voluntary programs, however, professors and researchers might have an impact because they sign agreements to allow universities to license patents resulting from research they create. Although some researchers at major universities receive industry funding, only 7% of university research is funded by industry. …universities hold an avowed commitment to creating and disseminating knowledge for the public good, and they have pledged to see the technologies they develop deployed to benefit the world. Campus decision makers are insulated from lobbies that may dominate political arenas; they are expected to be responsive to students and faculty; and they operate in an environment where reasoned debate, not power, is expected to be the currency. Biotechnology and pharmaceutical companies want control over the drugs they develop in every market. So it is unlikely that there will be a return to the pre-TRIPS situation or even that the agreement will be modified substantially to reduce prices in poor countries. there may be better ways to help the poor. They also have to decide how much a given intervention is worth. "These decisions are likely to be associated with substantial inefficiencies due to incompetence, corruption, lobbying by companies and patient groups, and gaming." ci Adian Hollis' and Thomas Pogge's alternative is to create a second (voluntary) patent system. cii Under this system, biotechnology and pharmaceutical companies would not be given a limited monopoly for their inventions. Rather, inventors would be rewarded based on how much their inventions contribute to ameliorating the GBD. Inventors would have an incentive to invest in whatever R&D, infrastructure improvements, pricing systems, or donation programs would make the most impact on the GBD. They might even price their drugs below the marginal costs of production to capture a greater reward from this alternative patent scheme. The scheme would give inventors an incentive to collaborate with, rather than protest against, generic companies, country governments, and non-governmental organizations trying to alleviate the GBD. If the design details are properly worked out, Hollis' and Pogge's patent system would not create an incentive for companies to prefer drugs that treat the chronic diseases or disorders of affluent patients. Rather, companies would have an incentive to invest in those drugs that prevent the most death and alleviate the most suffering. In earlier work, Pogge said that the "cost of the plan might peak at around Rather, a GHI rating agency would reward companies based on how much their inventions and investments actually help the poor. Third, the GHI rating system is output based and could be used to incentivize companies to not only do R&D on neglected diseases but to extend access on existing drugs and technologies to the poor. Furthermore, it only aims to rank companies ordinally and provide a constantly raising bar for companies to try to exceed. So it is much less data-intensive than Hollis and Pogge's alternative. Fifth, although the proposal is not as ambitious as Hollis' and Pogge's, it has the advantage of being practical and relatively low cost. Although it will cost something to administer a trademark like GHI, those costs are nowhere near US $45-90 billion (or even US $6 billion). Finally, the case for GHI labeling and licensing campaigns does not depend on showing that they are better than the alternatives or establishing a hierarchy between them. The GHI proposal sketched above does not compete with any of the other proposals on the table. Rather, it can be used in conjunction with all of the alternatives to bring even greater benefits to the poor.
VI. Objections
Even if this paper's proposal has some advantages over some of the main competitors, it may not be a good idea to pursue it. Perhaps there are better things biotechnology and pharmaceutical companies, universities, researchers, students, and consumers could do. Poor people's greatest health problems cannot be solved by better access to existing drugs and technologies or more R&D on diseases affecting the poor.
War, natural disasters, dirty water, and inadequate food provide the biggest obstacles to health in developing countries. Prevention and poverty alleviation could do much more for the poor than pills. Some anti-retrovirals, for instance, do little for the poor in parts of the world where people lack adequate nutrition without which the drugs are often ineffective.
It is impossible to decide whether there are better things agencies or individuals could do besides supporting GHI in biotechnology and pharmaceutical companies a priori. New vaccines against typhoid, cholera, and malaria or better access to antibiotics might do as much for the poor as vitamin A supplements or a few more wells. GHI might lead companies to come up with new anti-retrovirals or treatment regimes that work in the poorest places. Even if there are other things that could, in principle, benefit the poor more, there may be room for those with different interests and talents to take different approaches to ameliorating poverty. It is also possible to support GHI and provide food, vitamin supplements, and wells.
A more pressing objection is that, if a GHI rating system is put in place, highly rated companies might try to distract the public from their generally poor behaviour in other arenas. Suppose, for instance, that another organization launched a campaign to get companies to stop fighting compulsory-licensing in developing countries by lobbying US trade-representatives. Companies might respond by holding a media event to promote their GHI status and undermine the campaign. Since companies control a lot of resources, they would probably win a battle in the press. i Acknowledgments with-held to preserve anonymity. x When impact is too difficult to capture, however, other output variables may be useful as proxies for impact. In looking at charitable contributions, researchers might consider the number of doses of a drug donated to aid organizations in developing countries and the average impact of a dose of medicine in good conditions. This would be a very rough proxy for impact given that conditions are often far from ideal. So it would be better to have more information if it is available. xi M. Angell. 2004 xii A good rating system need not measure every way in which companies can improve health in developing countries. Furthermore, the most weight should probably be given for activities for which biotechnology and pharmaceutical companies have primary responsibility. Still, biotechnology and pharmaceutical companies do invest in health infrastructure and rewarding them for these investments will help insure that they not only have incentives to cure illnesses but also to prevent them. xvi More precisely, orphan drugs address rare diseases in the US. As the US Food and Drug Administration puts it, "...the term rare disease or condition means any disease or condition which (a) affects less than 200,000 persons in the US or (b) affects more than 200,000 persons in the US but for which there is no reasonable expectation that the cost of developing and making available in the US a drug for such disease or condition will be recovered from sales in the U.S. of such drug." Food and Drug Administration (FDA). xvii A rating agency might also want to provide more incentive for companies to develop drugs and technologies that will have a large impact on the poor even if they have a large market in developed countries. So this agency might, for instance, also offer companies credit for producing drugs that address diseases on the WHO's list neglected diseases.
xviii Angell, op.cit. note 10. xix Once the rating system is up and running, the agency could make it a condition of being GHI certified that companies provide verifiable data on the number of doses they sell by a particular date. xxiii Since Mefloquine is less effective than Quinine, unless it offers some other therapeutic advantages over Quinine (it is a synthetic analogue), there may be no reason to give credit Roche Pharmaceuticals for the development of this drug.
xxiv The agency might also consider the problems associated with drugs and technologies in estimating their net benefits (e.g. some drugs have pretty bad side effects that should probably be taken into account, others require difficult to implement treatment regimes ).
xxv Taking into account companies' size will allow new or very small companies making only a few drugs to compete for good ratings. A rating agency might only rate large companies, however, if that is the best way to incentivise new R &D on drugs and technologies for the poor. xxviii Again, this information might be elicited from the companies as a condition of certification. The rating agency could also charge certification fees for advertising or rely on highly rated companies to do this advertising. It is important to minimize problematic incentives in rewarding charitable programs too. xxx It is important to take the costs of government oversight into account, however, if it proves necessary. xxxi A review panel could, for instance, create a mechanism to penalize companies for "dumping" drugs on developing country markets if donations do more harm than good for the poor because they are driving generic competitors out of business. This would insure that companies only receive credit for making donations on the condition that they are given in ways that will not have such consequences. xxxii In 1986, the market for pain relievers was 1.7 billion dollars. Ibuprofen pain relievers only captured nine percent of the market New York Times. 1986 xlviii Perhaps this consideration also tells in favor of a label that says something like Extending Access rather than GHI for companies that are just the best out of a bad lot. The GHI label might be reserved for companies that really are doing what they should.
xlix Transfair USA, for instance, has never had to take anyone to court for misusing their label, a conversation usually suffices to either get companies to stop using the label or 
